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TAGS: ETRD, EIND, TBIO, FR, UK 

SUBJECT: FDA ADVISORY - INADEQUATELY LABLED AND DEFECTIVE MEDICAL 
DEVICE 

1. FDA ADVISES THAT THE TRIPLE ISOLATED PRECISION PHYSIOLOGICAL 
PRESSURE TRANSDUCER, MODEL NO. 4-327-1 MANUFACTURED BY BELL 
AND HOWELL, ELECTRONICS AND INSTRUMENTS GROUP, INSTRUMENTS 
DIVISION, 360 SIERRA MADRE VILLA, PASADENA, CALIF. 91109 IS 

CONSIDERED TO BE INADEQUATELY LABLED AND DEFECTIVE FOR THE FOLLOWING 
REASON; THE PRODUCT CASING IS MADE OF PLASTIC AND THE INSTRUCTIONS 
STATE THAT THE DEVICE CAN BE STEAM AUTOCLAVED. HOWEVER, WHEN 
THE DEVICE IS STEAM AUTOCLAVED.THE PLASTIC PARTS DEFORM, THEREBY 
RENDERING THE PRODUCT NO LONGER USABLE. THE FIRM IS RECALLING 
THE DEVICE TO THE USER (HOSPITAL) LEVEL. 

2. POSTS ARE REQUESTED TO DETERMINE IF FOREIGN CONSIGNEES ARE 
FAMILIAR WITH DETAILS OF RECALL. 

3. FOREIGN CONSIGNEES AS FOLLOWS: 

BELL AND HOWELL, S.A., ZONE SILIL, CIDEX L138, 94533 RUNGIS, 

UNCLASSIFIED 

PAGE 02 STATE 100751 

FRANCE 

BELL AND HOWELL, LTD. ALPERTON HOUSE, WEMBLY, MIDDLESEX, 

ENGLAND KISSINGER 
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UNCLASSIFIED 
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